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November 3, 2005

Dr. Robert J. Moore LT
Branch Chief, Compliance & Enforcement Branch

Office of Nutrition Products, Labeling & Dietary Supplements NOV -9 200
FOOD & DRUG ADMISTRATION (HFS-800)

5100 Paint Brush Parkway

College Park, Maryland 20740

Ref: Improved Herbalifeline® Dietary Supplement (N634-00)
Dear Dr. Moore:

Pursuant to 21CFR§101 93, please be advised Herbalife International of America, Inc. has revised
Herbalifeline® dietary supplement labeling 10 include a new structure/function claim:

Herbalifeline® The exclusive blend of highly refined marine lipids contains high-
quality Omega-3 fatty acids, espec;auy eicosapentaenoic acid (EPA) and
docosahexaenoic acid (DHA). Omega-3 fatty acids help maintain a healthy
cardiovascular system by maintaining cholesterol and triglyceride levels already within
a normal range.”

Herbalifeline® dietary supplement is labeled and promoted with statements provided for in Section
403 (r) (6) of the Federal Food, Drug and Cosmetic Act.

The product label prominently bears the required ruled DSHEA disclaimer statement: “These
statements have not been evaluated by the Food and Drug Administration. This product is not

intended to diagnose, treat, cure or prevent any disease.”

Please be advised that we have substantiation on file that these claims are truthful and not
misleading.

If you have any questions, please do not hesitate to ask.

Sincerely,
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